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The Clinical BioManufacturing Facility (CBF) has over 13 years experience producing biological Investigational Medicinal Products (IMPs) to EU GMP requirements. It was the first academic group to hold a

MHRA manufacturing authorisation for IMPs. In October 2007, the CBF became the first UK University to manufacture an adenoviral vector. 75 volunteers have been immunised to date with three different CBF

manufactured vectors and are currently in Phase I/lIb clinical trials. We have now manufactured four replication incompetent adenoviral vectors, utilising two chimpanzee backbones and one human backbone and || T ESSSSaS

UNIVERSITY OF three different transgenes. Further vectors are in process development, including a replication competent adenovirus. %ﬂmm

OXFORD The CBF originally opened in 1995 as the Therapeutic Antibody Centre (TAC) for pilot scale manufacture and testing of biological products. For 11 years, we produced monoclonal antibodies and related biologics [
that have been used worldwide to support more than 5,000 patients in clinical trials. With the maturing of monoclonal antibody manufacturing technologies, a decision was made to switch direction. We now

support the next generation of unmet needs in ‘proof of concept’ clinical trials - manufacturing novel vaccines and gene therapeutics.

Upstream and downstream processing of monoclonal antibodies was based on generic methods. We hoped to use a similar strategy to manufacture adenoviral vectors. However, the unigueness of each

adenovirus has shown that an iterative approach is required, especially in downstream processing. The CBF team has adapted and learnt new skills to meet these challenges.

The CBF aims to provide the link between novel academic research and clinical drug development, working closely with and supporting collaborators to progress research products, through process development

Typical Virus and manufacturing into the clinic. »
Vector Production A stopping point for most contract manufacturers is the release to trial of GMP material, which requires a Qualified Person. The CBF can release to trial, supporting sponsors from beginning to end (bench to
Process bedside), including regulatory submissions.
_ The CBF has an established ‘track record’ to adapt to meet the needs of each project due to the persistence, ingenuity and broad skill base of staff from both academic, clinical research and biotech backgrounds. e |
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